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DETAILED ACTION 
Claims 32-106 are pending. Applicants 5 have cancelled claims 1-31. Receipt 
and consideration of Applicants' claim amendments and remarks/arguments, submitted 
on May 17, 2006 is acknowledged. 

Specification 

The objection to the abstract as set forth in the record on page 2 of the previous 
office action is withdrawn , per Applicants' amendments. 

The objection to the specification for the improper use of the trademark 
TEFLON® (on pages 24-27) is withdrawn , per Applicants' amendments. 

Claim 58 is objected to because of the following informalities: there are two 
claims numbered "58" in the instant set of pending claims. There is currently no 
claim 59. Appropriate correction is required. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

Claim 82 is rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 82 is indefinite because there is no specific drug recited after the amount of 
drug condensation aerosol that is to be administered in a method of treatment. A person 
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of ordinary skill in the art would be unable to divine which specific drug from the list 
claimed in independent claim 70 Applicant intended. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can be 
found in a prior Office action. 

The rejection of claims 1-31 under 35 U.S.C. 103(a) as being unpatentable over 
Venkataraman (US 2001/0039262 Al) in view of Bartus et al. (U.S. Patent No. 
6,514,482) in further view of Byron (US 2004/0016427) is moot because said claims 
have been cancelled. Applicants' remarks/arguments regarding this rejection as it may 
apply to new claims 32-69 and 95-106 have been found persuasive. 

Claims 70-74 and 83-87 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Venkataraman (US 2001/0039262 Al) in view of Bartus et al. 
(U.S. Patent No. 6,514,482) in further view of Byron (US 2004/0016427) for the 
reasons of record. 

It is noted that in claims 70-74 and 83-87 Applicant is claiming a method of 
treatment comprising administering a therapeutic amount of known drugs to treat known 
conditions treated by administration of diuretics (i.e. a class of pharmaceutical 
compounds to which the drugs listed in claims 70 and 83 belong). 

Claims 77-82 and 90-94 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Venkataraman (US 2001/0039262 Al) in view of Bartus et al. 
(U.S. Patent No. 6,514,482) in further view of Byron (US 2004/0016427) as applied to 
claims 70-74 and 83-87 above, and further in view of Puschett, J. B. "Diuretics and 
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the Therapy of Hypertension," 7. Med. ScL, January 2001, Vol. 319(1,), pp 1-9 or 
Lant, A. "Diuretic Drugs. Progress in Clinical Pharmacology," Drugs, 1986, 31 
Suppl. 4, pp 40-55 (abstract) or Gottlieb, S. S. "Renal Effects of Adenosine Al- 
Receptor Antagonists in Congestive Heart Failure," Drugs, 2001, 61(10), pp 1387- 
1393 (abstract). 

Applicant Claims 

Applicant claims (1) a method of treating edema comprising administration of a 
drug condensation aerosol of a drug selected from the group consisting of bumetanide, 
ethacrynic acid, fiirosemide, muzolimine, spironolactone, torsemide, triamterene, 
tripamide, BG 9928, and BG 9719 and (2) a method of treating congestive heart failure 
comprising administration of one of the drugs listed in (1). 

Determination of the Scope and Content of the Prior Art (MPEP §2141. 01) 
The teachings of Venkataraman, Bartus, and Byron have been set forth in the 
record on pages 3-10 of the previous office action. Puschett reviews the use of diuretics 
and the therapy of hypertension utilizing diuretics. In Table 4, Puschett teaches 
suggested therapeutic dosages of several diuretics including, furosemide, bumetanide, 
ethacrynic acid, torsemide, spironolactone, and triamterene (spelled as triamterine in 
Table 4). Lant teaches a review of the literature concerning diuretic drugs in the context 
of clinical pharmacology (abstract). Muzolimine is identified as a diuretic. Gottlieb 
teaches that adenosine A 1 -receptor antagonists have been suggested to cause a diuretic 
effect and that these compounds decrease afferent arteriolar pressure (abstract). 
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Ascertainment of the Difference Between Scope the Prior Art and the Claims 

(MPEP §2141.012) 

Venkataraman, Bartus, and Byron lack the teaching that muzolimine, torsemide, 
tripamide, and triamterene are diuretics as well as suggested therapeutic amounts of 
bumetanide, ethacrynic acid, furosemide, spironolactone, torsemide, triamterene, and 
tripamide. These deficiencies are cured by the teachings of Puschett or Lant and/or 
Gottlieb, which have been provided to demonstrate that the drugs listed in claims 70 and 
83 are known diuretics utilized for the treatment of congestive heart failure and edema in 
the dosage amounts claimed by Applicant. 

Finding of Prima Facie Obviousness Rational and Motivation 
(MPEP §2142-2143) 
It would have been obvious to a person of ordinary skill in the art at the time of 
the instant invention to combine the teachings of Venkataraman, Byron, and Bartus with 
the teachings of Puschett and Lant, because Puschett and Lant review the medical 
literature with regards to the use of diuretic drugs in the treatment of congestive heart 
failure and edema. A skilled artisan would have been motivated to turn to these literature 
review articles for guidance with regards to suggested dosage amounts and information 
regarding these drugs useful in a clinical setting to treat patients suffering from edema 
and congestive heart failure. A skilled artisan would have had a reasonable expectation 
of success upon combination of the prior art references, because diuretics are a well- 
known class of drugs that are art recognized for the treatment of edema and congestive 
heart failure. 
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Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 F.3d 
1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re LongU 759 F.2d 887, 225 USPQ 645 (Fed. 
Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 
422 F.2d438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply 
with 37 CFR 3.73(b). 

The provisional rejections set forth on the record on pages 11-18 under the 
judicially created doctrine of obviousness-type double patenting are moot , because 
Applicants have cancelled the rejected claims. The following claims are provisionally 
rejected under the judicially created doctrine of obviousness-type double patenting 
over the cited copending applications: (1) claim 51 as being unpatentable over claim 
12 of copending Application No. 10/057,197 (copending 497); (2) claims 51 and 60 
as being unpatentable over claim 28 of copending Application No. 10/146,086 
(copending '086); (3) claims 51 and 60 as being unpatentable over claims 12 and 18 
of copending Application No. 10/633,876 (copending '876); and (4) claims 51 and 60 
as being unpatentable over claims 15 and 21 of copending Application No. 
10/633,877 (copending '877) are made for the reasons set forth on the record. 

Previously, provisional rejections were made under the judicially created doctrine 
of obviousness-type double patenting over copending applications 10/718,982 and 
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10/768,205. These copending applications have now issued as U.S. patents and the 
originally rejected claims have been cancelled. New rejections under the judicially 
created doctrine of obviousness-type double patenting follow: (1) claim 51, 60-61, 
and 64 as being unpatentable over claims 1, 2, 4, 74, 79, and 82 of copending 
Application No. 10/718,982 in view of Venkataraman (copending '982 has issued, 
but has not yet been assigned a U.S. Patent number); and (2) claims 32, 40, and 51- 
52 as being unpatentable over claims 1, 7-9, and 18-19 of copending Application No. 
10/768,205 (copending '205 has since issued as U.S. Patent No. 7,070,765) are now 
non-provisional rejections, because said copending applications have issued. 

Claims 51 and 54-58 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 9, 10, and 18 of U.S. Patent 
No. 6,737,046 (U.S. Patent No. '046). Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the process steps of the instant 
application and USPN '046 are substantially overlapping in scope. Independent claim 9 
of USPN ' 064 teaches the steps of (a) volatizing a drug ester under conditions sufficient 
to produce a heated vapor of said ester and (b) passing air through the heated vapor to 
produce aerosol particles of the drug vapor comprising less than 5% drug ester 
degradation products and having an MMAD of less than 3 microns. Steps (a) and (b) of 
USPN '046 claim 9 read on steps (a) and (b) of independent claim 51 of the instant 
application, respectively, which require the formation of a drug aerosol by heating and 
characterized by having less than 10% degradation products and a MMAD of less than 5 
microns. 
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Claims 51-58 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 7-12 of 
copending Application No. 11/370,628 (copending '628). Although the conflicting 
claims are not identical, they are not patentably distinct from each other because the steps 
of the methods claimed in the cited claims of the instant application and copending 
application are overlapping in scope. Both claim sets claim methods of generating 
aerosols comprising the steps of (a) heating a thin film (i.e. coating) of a drug on a solid 
support to volatize said drug and (b) passing a stream of air through said vapor to form 
aerosol particles of said drug (condensation aerosols are aerosol particles), wherein the 
aerosol particles are characterized by less than 1 0% degradation products of said drug 
and a MMAD of less than 5 microns. The difference between the cited claims of both 
applications is the drug coated onto the solid support is not the same. Albeit this 
difference, the steps claimed in said methods are fundamentally the same. It would have 
been obvious to a person of ordinary skill in the art that one could volatize other drugs 
utilizing this same method, as evidenced by the cited claims of the instant application and 
copending '628. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

The list below of U.S. Patents and copending U.S. patent applications have been 
found to claim substantially similar subject matter per the obviousness-type double 
patenting rejections made above in the instant office action as well as those set forth in 
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the record on pages 11-18 of the previous office action. It is incumbent upon Applicant 
to review this list and file terminal disclaimers as appropriate. 



U.S. Patent/Application 
Number 


U.S. Patent/Application 
Number 


U.S. Patent/Application 
Number 


U.S. Patent/Application 
Number 


I. 6,01)5,553 (Patent) 


19. 6,/3/,043 (Patent) 


"5*7 *7A11 Ol A /Dn*A«A 

37. 7,01 1,819 (Patent) 


55. 10//66,149 (Patent)* 


T £L TA7 TCH /E)n + n M A 

2. 6,797,259 (Patent) 


OA H TCA ATA /Dn» n «i\ 

20. 6,759,029 (Patent) 


38. 7,014,840 (Patent) 


56. 10/766,279 (Patent)* 


1 C TOA TOO /Dn+ A «A 

3. o, /80,399 (Patent) 


21.6,803,031 (Patent) 


"3 A *7 ATT 1 1 T /Dn* n «A 

39. 7,022,312 (Patent) 


57. 10//oo,5oo (Patent)* 


A H *7QA A A A /D»4-^t«4-\ 

4. 6,780,400 (Patent) 


22. 6,805,854 (Patent) 


40. 7,014,841 (Patent) 


CO 1A/T/C£ H1A ^DnfonA* 

58. 10//oo,o34 (Patent)* 


5. 6,716,415 (Patent) 


n *7 ATA /ICO ^D n f n «A 

23. 7,029,658 (Patent) 


4 1 . 6,994,843 (Patent) 


59. 10//oo,o4/ (Patent)* 


6. 6,855,310 (Patent) 


T/l T AAO 1 C /r»«4-«._+\ 

24. 7,008,615 (Patent) 


42. 7,008,616 (Patent) 


60. 10/768,205 (Patent)* 


/. o,/oj,/jj (rateni) 


zj. /,u i o,o i v (rateni) 


/II 7 ACT £QA. /DoteinA 

4j. /,ujz,0ou (raient) 


oi. i UY /oo, zzu ^raieni) 


8. 6,716,416 (Patent) 


26. 7,005,121 (Patent) 


44. 7,078,016 (Patent) 


62. 10/768,281 (Patent)* 


9. 6,743,415 (Patent) 


27. 7,045,1 18 (Patent) 


45. 10/437,643 (Appl.) 


63. 10/768,293 (Patent)* 


10. 6,740,307 (Patent) 


28. 7,052,679 (Patent) 


46. 10/719,899 (Appl.) 


64. 10/769,046 (Patent)* 


11.6,740,307 (Patent) 


29. 7,033,575 (Patent) 


47. 10/735,199 (Patent)* 


65. 10/769,157 (Patent)* 


12.6,814,954 (Patent) 


30. 7,018,620 (Patent) 


48. 10/735,497 (Patent)* 


66. 10/768,197 (Patent)* 


13.6,884,408 (Patent) 


31.7,048,909 (Patent) 


49. 10/749,535 (Patent)* 


67. 10/792,013 (Patent)* 


14.6,740,308 (Patent) 


32. 7,005,122 (Patent) 


50. 10/749,536 (Patent)* 


68. 10/813,272 (Patent)* 


15.6,776,978 (Patent) 


33.7,048,909 (Patent) 


51. 10/749,537 (Patent)* 


69. 10/814,998 (Appl.) 


16.6,740,309 (Patent) 


34. 7,005,122 (Patent) 


52. 10/749,539 (Patent)* 


70. 1 1/248,598 (Appl.) 


17.6,814,955 (Patent) 


35. 7,045,1 19 (Patent) 


53. 10/749,783 (Patent)* 


71. 1 1/370,628 (Appl.) 
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18. 6,716,417 (Patent) 



36. 7,018,621 (Patent) I 54. 10/750,303 (Patent)* 



72. 1 1/398,383 (Appl.) 



* These applications have issued, but have not yet been assigned a patent number. 



Claim Objections 

Claims 75, 76, 88, and 89 are objected for depending upon a rejected claim. 

Response to Arguments 

Applicant's arguments, see pages 2-6, filed May 17, 2006, with respect to claims 
1-31 (now cancelled) and as applied to new claims 32-106 have been fully considered 
and are persuasive. The rejection of claims 1-31 is moot, because said claims have been 
cancelled and this rejection has been withdrawn as it may have applied to new claims 32- 
106. It is noted that Applicant has not traversed the obviousness-type double patenting 
rejections set forth in the record on pages 11-18 of the previous office action and has 
stated their intention to file terminal disclaimers, once the instant application is in 
condition for allowance. 

Applicant's arguments with respect to claims 32-106 have been considered but are 
moot in view of the new ground(s) of rejection (see new double patenting rejections). 



Conclusion 

Claim 58, 75, 76, 88, and 89 are objected. Claims 51-58, 60-61, 64, 70-74, 83- 
87, and 90-94 are rejected. Claims 32-50, 59, 62, 63, 65-69 and 95-106 are allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James H. Alstrum-Acevedo whose telephone number is 
(571) 272-5548. The examiner can normally be reached on M-F, 9:00-6:30, with every 
other Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on (571) 272-0664. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-2 1 7-9 1 97 (toll-free). 

James H. Alstrum-Acevedo, Ph.D. 
Patent Examiner 
Technology Center 1600 




Tohartn Richter, Ph. D., Esq. 
Supervisory Patent Examiner 
Technology Center 1600 



